SEP. 13. 2004 3:57PM 866 751 0075 



NO. 0872 P. 8 



- 5 - Application No. 09/!i 56,723 

Docket No. 741 190-19 

REMARKS 

The Examiner's final Office Action dated April 19, 2004 has been I sceived and 
its contents carefully noted. In response, claim 3 has been amended to correct the 
dependency from claim 2, which has been canceled, to claim 9 (which wji ; previously 
original claim 2). Claims 1, 3-9 remain pending and of which claims i and 9 are 
independent The Examiner's indication that claim 9 is allowed is greatly appreciated. 
In light of the detailed arguments to follow, reconsideration of the currern rejections is 
respectfully requested. 

With regard to the Examiner's repeated rejections of: 

Claims 1, 3, 4, and 6-8, under 35 U.S.C. § 102(b), as being anticip rted by 
US. Patent No. 4,984,564 to Yuen, 

Claims 1, 3, 4, and 6-8, under 35 U.S.C §102(b), as being anticiji ited by 
U.S. Patent No. 5,634,937 to Mollenauer et al., and 

Claims 1 and 3-8, under 35 U.S.C. §102(b), as being anticipated >y U.S. 
Patent No. 5,545,179 to Williamson, IV 

the Applicants continue to traverse each of these rejections for the reason i set forth in 
the Amendment of November 7, 2003 and for the additional reasons set fa rth below. 

Specifically, with regard to the rejection of claims 1, 3, 4, am I 6-8, under 
§102(b), as being anticipated by to Yuen, the Applicants note thai the surgical 
device of claim 1 sets forth the following features: ; 

... having; 

distal body cavity engagement means (5) for insertion into the in< ision to 
locate the device in position; 

proximal fixing means (6) for attaching the device to a patient's sl« n; 

a sleeve (4) connected between the body cavity engagement mean! (5) and 

the fixing means defining an access port; and 

characterized in that the device includes sealing means (10, 12), a aerating 
^ti the sleeve (4) to prevent substantial leakage of gas from i ie body 
cavity (2) on inflation when in an inoperative position and fo med to 
mould to a substantial portion of a surgeon's hand or surgical ini trument 
on insertion in an operating position, the sealing means being pre* ided by 
an inflatable first seal (\0) for engaging and retracting the incisH >n and a 
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second inflatable seal (12) for sealing the lumen of the tube of sleeve 
bore. (Emphasis added) j[ 

With regard to the above highlighted limitations, the Applicants tfjfte that the 
Examiner must give the above limitations the broadest reasonable interpretation 
consistent with the specification , as required by MPEP Chapter 2111,, and in that 
interpretation the claim terminology must be given their plain, i.e., irdinary and 
customary, meaning understood by those of ordinary skill in the prior aj i, see MPEP 
Chapter 21 1 1 (II) (Rev. 2 May 2004). 

It is asserted that the Examiner has utterly failed to complf with these 
requirements by the very insistence that the Yuen patent teaches the abftve highlight 
claim features of 4, a sleeve .-. sealing means (10, 12), operating on Jhej i deeve (4^> to 
prevent substantial leakage of gas from the body cavity... the sealing J fneans being 
provided by an inflatable first seal (10) for engaging and retracting the ii vision and a 
second inflatable seal (12)" . 

That is, the examiner states in the Office Action that: f 

Yuen discloses a device for use in minimally invasive surgery us ng an 
inflated hodv cavity accessible to a surgeon through an access port, 
defined by the device, surrounding an incision in a patient's bod v (see 
col. 1,11. 14-24)... 

The device includes a sealing means (Fig. 2: elements 16), operat jag on 
the sleeve to prevent substantial leakage of gas from the body ca^i ttv on 
inflation when in an inoperative position and formed to mouljt to a 
substantial portion of a surgeon's hand or surgical instrument on 
insertion in an operating position (col. 4, II. 34-52). . . ■ ' 

In Fig. 3, the sealing means is provided by an inflatable first swd for 
engaging and retracting the incision (element 34; "outer wall")|and a 
second inflatable seal (element 32: "inner wall") fo r sealing the! tonen 



of the tube or sleeve bore (col. 4, II 28-36\ (Emphasis added) 

In the Yuen patent document there is no mention, implied or otherwise, of the 
described surgical retractor device being used in conjunction with an inflated (human) 
body cavity. The sealing means, Figure 2, element 16, is an inflatable jcell element 
which constitutes the retractor device's body (cufl) and is not a sea] against gas 
transfer from the internal human body to the exterior as interpreted by he examiner. 
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The Yuen reference (see column 4, lines 34-52) cited by the examii^r does not 

support the argument made. Elements 34 and 32 of Figure 3, define tij s inner and 

outer surfaces of a common component, seal the device body itself and <W not seal the 

lumen ends. These elements become more rigid upon inflation whicH enable the 

device to maintain an uncoiled state and therefore do not to seal the |umen ends. 

Acting in the capacity, element 34 will contact the incision and elenjaat 32 may 

contact an instrument placed within the bore but cannot form a seal a|j linst gas as 

inferred by the examiner since the element 32 is not stated anywhere h\ Yuen, to fre 

inflatable - See in particular Figure 5, where clearly shows that when the ;q titer wall 34 

is inflated the inner wall 32 is not inflated. 

In the Response to Arguments portion of the Office Action, the l| ^aminer has 

considered the Applicant's argument that "Yuen does not prevent substantial leakage 

of gas from the body of the cavity" but does consider it persuasive respond ing that: 

"If a surgical instrument is placed into the retractor as intended b j Yuen, 
the device will substantially prevent leakage of gas from the bod>i cavity. 
The device is constructed from a flexible plastic material. A deviJ « with 
this shape made out of flexible plastic would inherently conform Hi t shape 
of a large object placed within it's center bore." 

However, it is the Applicant contention that the device described by Yue^ is solely for 
the purpose of holding the aperture of surgical incision open once the del ice has been 
inflated, thus uncoiling it and making it a rigid-walled structure with a i central bore, 
open at both ends (see column 3, lines 48-54, and column 4, lines :l 7-30). This 
surgical retractor device does not provide the function of retaining pre< surization of 
the inflated human body cavity during a pneumoperitoneum procedure j| * gas or fluid 
from the human body interior to the exterior is no t restricted. 

While it is intended that the device is intended to be maie from the 
thermoplastic, flexible, resilient material (see column 3, lines 55-f^), it is not 
inevitable that the device would confirm to the shape of a large object | 'laced within 
the bore. The design of the device, which includes the ring 30, means j that the bore 
remains essentially circular regardless of extended diameter and : therefore an 
interference fit can only be achieved with a cylindrical shape object. Furthermore, 
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the arrangement of the upper and lower lips (12 and 14) as illustrated in ll gs. 1, 2 and 
4 show that prevention of substantial gas leakage through the lumen of th«4 device with 
a surgical instrument in situ is not necessarily achievable as there will abl ays exist an 
unsealed portion around the instrument as shown below. 



Mps(12)f(14) 




wKh diameter tess than wHh dtemeter equal to rnaxtal nr> 

maximum uncoiled inner Unsealed section uncoiled inner diameter of 

diameter of retractor retractor 

With regard to claim 3, the Examiner states that: 

Regarding claim 3 3 Yuen discloses in Fig. 2 a device in which the 
body cavity engagement means (14) is provided by a distal j ing 
fonned for insertion into the incision. 

The element 14 described by the examiner as a **ring" is a lip, whose prb1<ary function 
is to connect the lowermost row of cuff pockets 16 (see column 3, lines J 7-40) and to 
perform the secondary function (in conjunction with the upper lip 12) | if helping to 
provide a uniform expansion or contracting up and down the longitudhl il axis while 
the retractor is being used (see column 4, lines 30-33). While this I ip is passed 
through the incision to reach the human body cavity, no reference is ml de to the lip 
acting as an engagement (seal) means. 

With regard to claim 4, the examiner states that: 
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Regarding claim 4, Yuen discloses in Fig. 2 a device in which the 
means (12) is provided by a proximal ring for engaging with a parent's 
skin. 

Yuen does not disclose the lip 12 as a skin engagement means but as a j ortion of the 

device where the inflation nozzle is located (see column 3, lines 23-26). ! A secondary 

function, in conjunction with hp 16, is described above. Fixation of theJ lip 12 to the 

skin is not taught anywhere in the disclosure of the device of Yuen. 

With regard to claim 6, the Examiner states that: 

Regarding claim 6, Yuen discloses in Fig, 3 a device in which the : Irst seal (34) 
is provided by an inflatable bladder extending outwardly from me sleeve on 
inflation to form a seal with the incision fcoL 3. II. 28-3 6\ Ai % the cuff is 
inflated, the outer wall (first seal) of the cuff becomes inflated < expands, and 
forms a seal with the incision (col. 4. II. 40-44\ 

I 

However, element 34 is the outer wall off the cuff . No outwardly exteil ding bladder 
is described anywhere in the patent document. Upon inflation the devid |: uncoils and 
the outer wall contacts the incision, holding it open for surgical access J j The sealing 
between the cuff and the incision as inferred by the examiner is not a ns quirement of 
the device of Yuen or its components and in practice mostly likely dq *s not occur. 
Further, the reference section cited by the examiner, i.e., column 3, lin ss 28-36 and 
column 4, lines 40-44, respectively, are irrelevant and unsupportive of ti arguments 
set forth by the Examiner. 

That is, while the contact between the cuff and the incision ma; ! constitute a 
'seal* by virtue of their proximity as stated by the Examiner in Response to 
Arguments, see page 7, Figures 1 and 2 clearly illustrate that the design* fc>f the device 
wall and in particular the arrangement of the elements 16, means thai paps which 
create holes through the wall are present. 

With regard to claim 7, the Examiner states that: > : 

Regarding claim 7, Yuen discloses in Fig. 3 a device in whij h the 
second seal (32) is provided by an inflatable bladder extending inwardly 
from the sleeve o n inflation that is capable of preventing excessive loss 
of gas through the access port (col. 3, II. 28-36)- When the |uff is 
inflated; the inner wall (second seal) expands and is capable oabeing 
inflated to prevent loss of gas through the access port 9 (col. 4, B. 40- 
44). 

However, in the Yuen patent, ambiguity exists since inner wall element 32 is 
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described La one instance as a channel tube means connecting the inflatable cells 16 
(see column 3, lines 30-31, and Figure 2) and in another instance as the I nner wall of 
the cuff sleeve portion of the device (see column 4, lines 1 1-12 and Figure 3). In the 
former case it cannot be considered as an inflatable seal against loss of ge(; through the 
access port; while in the latter case element 32 is the reverse side of the cl >mponent 34 
and is not intended to prevent gas loss through the access port and is r< >t inflated to 
form an inwardly extending bladder (see Figure 5). Indeed, given i le argument 
outlined above for claim 6, whereby the sleeve contains holes it cannof ; perform this 
function. 

With regard to claim 8, the Examiner states that' 
Regarding claim 8„ Yuen discloses in Fig. 2 a device in whiih the 
second seal (32) is operatively connected and mounted within th | t first 
seal (34). 

If this is the case then the Examiner is considering inner wall element 3ll is a channel 
tube means connecting the inflatable cells as in Fig. 2, which is in co^ tradiction to 
having used this evidence in the argument made regarding claim 7. If \ lement 32 is 
taken to be a channel tube as the examiner has done in this instance, thiji it does not 
anticipate the seals whose function is taught and claimed. 

Accordingly, since Yuen does not teach each and every feature o( the claimed 
invention, the rejection of claims 1, 3, 4, and 6-8, under 35 U.S.C. §]|>2(b) > is not 
appropriate and must be withdrawn. 

In order to clarify the issues for appeal, if the Examiner is to (maintain the 
rejection of claims 1, 3, 4, and 6-8 under § 102(b) over Yueij then it is 
respectfully requested that the Examiner point out where in the {eachfngs of 
Yuen it is explicitly stated or implicitly shown to be necessarily present (see 
MPEP Chapter 2112) that the element 32 is inflatable and where it il taught that 
the inner wall forms a seal. 

Specifically, with regard to the rejection of claims 1> 3-8, undej § 102(b), as 
being anticipated by Williamson IV, the Applicants again note thaid the surgical 
device of claim 1 sets forth the following features: 

... having: ! 
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distal body cavity engagement means (5) for insertion into the ind sion to 
locate the device in position; 

pmximal fixing means (6) for attaching the device to a patient's sk | \; 

a sleeve (4) connected between the body cavity engagement means * ;5) and 
the fixing means defining an access port; and 

characterized in that the device includes sealing means (10, 12), oft grating 
on the sleeve (4) to prevent substantial leakage of gas from thh body 
cavity (2) on inflation when in an inoperative position and foijaed to 
mould to a substantial portion of a surgeon's hand or surgical ins< nunent 
on insertion in an operating position, the sealing means being pro\>i ded by 
an inflatable first seal (10) for engaging and retracting the incisio^ and a 
second inflatable seal (12) for sealing the lumen of the tube or sleeve 
bore. (Emphasis added) 

In response to the highlighted features above, the Examiner's Office Action states 
that: 

Regarding claim 1, Williamson, IV discloses... The device has a d|stal 
body cavity engagement means (Fig. 5* element 40) for insertion I nto 
the incision to locate the device in position, a proximal fixing m( ans 
for attaching the device to a patient's skin (Fie. 5: element 27J..,!rhe 
device includes a sealing means (Fig. 5. elements 35 and ; a '4), 
operating on the sleeve to prevent substantial leakage of gas front the 
body cavity on inflation when in an inoperative position and formcj 1 to 
mould a substantial portion of a surgeon's hand or surgical instnul ent 
on insertion in an operating position. . . 

However, any person of ordinary skill in the prior art viewing Figures 1 0 and 11 of 

Williamson would clearly understand that 27 is an end cap and does ipt make any 

contact with the patients skin . Again, as mentioned above, in order for ii teaching to 

be inherent (as the Examiner is currently asserting since the sealing function is 

nowhere stated or illustrated by the patentee), one of ordinary skill in ±& art must 

appreciate that the "sealing" is necessarily present; however, the purpou > of end cap 

27 as a rigid end cap is stated (see column 4, line 20). This is erven mor| evident that 

the end cap is not a seal to the patients skin since the inflation tube ' -5 would be 

located between the patients skin and the rigid end cap 27 which woul 1 preclude a 

sealing arrangement as presently claimed. 

With regard to claim 3, the Examiner states that: 

Regarding claim 3, Williamson, IV discloses in Fig. 5 a device in 1 vhich 

the body cavity engagement means (40) is provided by a dists j ring 
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fonned for insertion into the incision. The distal end, 35 and 37 if 34- 
forms a ring share and is used for insertion, In Fig, I, the engagfenent 
means (element 23 in this Figure) is shown inserted into the incisic 



>dy cavity 
33 which 
)sition (see 
is entirely 
son, IV as 



However, Figure 10 indicates that elements 35 and 37 do not engage tto 
directly. Figures 6 and 10 show that engagement is via elements 39 
press against the inner surface of the body wall to secure the assembly in 
column 6, lines 1-3). Further, the distal ring component recited in clai 
distinctive from the Hnp sh»p» formed by elements 35 and 37 in Willis 
described by the Examiner. 

With regard to claim 4, the Examiner states that: 
Regarding claim 4, Williamson, IV discloses in Fig. 5 a devi< 
which the fixing means is provided by a proximal ring (27) 
engaging with patient's skin. 

However, as discussed above element 27 is an end cap and clearly does nc$ contact the 
body at any point. Its function is entirely different as described in columrt 3, lines 7- 
23 of Williamson, IV, Specifically, element 33, contacts the skin and is lescribed as 
an 'annular rim* (see column 4, line 29) or alternatively as a rigid flafge that sits 
adjacent the body wall (see column 5 , lines 53-55). 

With regard to claim 5, the Examiner states that: 
Regarding claim 5, Williamson, IV discloses in Fig. 5 a device in ytjiich 
the proximal ring (27) has an associated connector ring (25 for 



receiving additional seals or medical instruments" . 

However, Figure 5 clearly shows that 27 is an end cap as discussed previ&isly and 25 
a rigid base. At no point in the document is any reference made to the afachment or 
reception of additional seals or medical instrumentation. 

With regard to claim 6, the Examiner states that- 
Regarding claim 6, Williamson, IV discloses in Fig. 5 a device in 
the first seal (35) is provided by an inflatable bladder extei 
outwardly from the sleeve on inflation to form a seal with the in< 
(col. 5, IL 58-67); col, 6, IL 1-3). The outer inflatable sleev* 
comprises of element 40, which is inflated and seals the incision. 

However, the balloon/sleeve (40/35/39) acts as a single unit and pressedfegainst the 
inner wall surface of the body cavity. The incision is sealed bv 39 while |o holds the 
device in position. The presently claimed sleeve is a separate and 6 Stinct rigid 
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component with two seals attached, one extending inwardly and the otiiii • outwardly. 
The 'sleeve' described in the Williamson IV patent is a description of on< function of 
the balloon and is not a sleeve in the same manner as presently claimed. 
With regard to claim 8, the Examiner states that: 
Regarding claim 8, Williamson, IV discloses in Fig. 5 a device: in 
which the second seal (34) is operatively connected and mount id 
within the first seal (35). 

However, these seals are not separate components as presently claimed but are 
functional portion of a unitary balloon, which functions like a sphincter, j e., they are 
two sides of a single component. 

Accordingly, since Williamson IV does not teach each and every f j ature of the 
claimed invention, the rejection of claims 1, 3-8, under 35 U.S.C. §lO>(b), is not 
appropriate and must be withdrawn. 

Specifically, with regard to the rejection of claims 1, 3, 4, and 6-8, under 
§102(b), as being anticipated by Mollenauer et aL, the Applicants agii n note that 
the surgical device of claim 1 sets forth the following features: 

. . . having; 

distal body cavity engagement means (5) for insertion into the inc:l>ion to 
locate the device in position; 

proximal fixing means (6) f or attaching the device to a patient's ski j ; 

a sleeve (4) connected between the body cavity engagement means 1 5) and 
the fixing means defining an access port; and 

characterized in that the device includes sealing means (10, . 12), 
Operating on the sleeve ( 4) to prevent substantial leakage of f*g$ j 
the body cavity (2) on inflation when in an inoperative position and 
formed to mould to a substantial portion of a surgeon's hand or suij ^ical 
instrument on insertion in an operating position, the sealing ntians 
being provided by an inflatable first seal (10) for engaging and 
retracting the incision and a second inflatable seal for sealing the 
lumen of the tube or sleeve bore. (Emphasis added) 

The Applicants again emphasize that with respect Mollenauer et al. it shoij Id be noted 
that independent claim 1 of the present application specifically requi<^ that the 
sealing means operate on the sleeve . Mollenauer et al. nowhere suggest s a sealing 
means which operates on the sleeve nor is such a sealing implicit in any of the 
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embodiments disclosed. If the outer layer of the balloons disclosed in Jlollenauer et 
al. correspond to the inflatable first seal recited in claim 1 while the inne* layer of the 
balloon corresponds to the second inflatable seal recited in claim 1, then] there are no 
other elements in Mollenauer et al. to form the sleeve, note sti fierier 48 (as the walls 
of the inflatable envelope moving away from the stiffener 48. 

That is, independent claim 1 specifically recites a sleeve and tluju separately 
recites a sealing means which includes two seals. Simply put, the MolJaiauer et al. 
reference fails to disclose a sealing means operating nn a sleeve an d H the balloon 
structure of these prior art references are viewed as the inner and outer a jal, then the 
prior art references fail to suggest a sleeve which is operated on by a sej ling means. 
Finally, interpreting the balloon of Mollenauer et al. to include the sjructure and 
function of essentially most if not all elements of independent claim 1 i is therefore 
inconsistent with the specific language of claim 1. 

With regard to claim 3, the Examiner states that: 
Regarding claim 3, Mollenauer et al. disclose in Fig. 17 a devk.e in 
which the body cavity engagement means is provided by a dista] ring 
£6_I) formed for insertion into the incision. In Fig. 12, the distal ei d of 
the balloon is formed by the outer balloon membrane, 50, and the oner 
balloon membrane, 49, which both create a ring shape that is inserted 
into the incision (col. 10, II. 26-30) 

i 

Similarly to the Williamson IV device, the distal ring component recited iiji claim 3 of 
me present application is entirely distinctive from the ring shape formed bj/ 50 and 49 
which are the bulbous ends of the dumbbell shaped balloon in Mollenaueii et at which 
protrude into the body cavity. 

With regard to claim 4, the Examiner states that: ] 
Regarding claim '1, Mollenauer et al. disclose in Fig. 17 a devil e in 
which the fixing means (60) is provided by a proximal ring for enga ring 
with a patient's skin. In Fig. 12, the proximal end of the balloon is 
formed by the outer balloon membrane, 50, and the inner ba] oon 
membrane, 49, which both create a ring shape that remains on the skin 
(col. 10, II. 30-33). 

While the same argument as set forth above for claim 3 applies to claim 4,i;t is further 
noted that the examiner does not address certain features of the claim. Tb^ it is, in one 
embodiment of the Mollenauer et al. device, shown in Fig. 18, a proximal Qange (62) 
is described as being attached to the central stiffener rube (see column 10, ( nes 52-53) 
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such that the distal balloon portion clamps the skin/fat tissue between il ;elf and the 
flange (column 10, lines 58-60). This flange would appear to be the ;ame as the 
proximal ring of the instant claimed. However, although only a proximal flange is set 
forth and no reference is made to a separate flange located at the top ind bottom, 
connected by an inner rigid tube, with both flanges engaging the skin, as ii the present 
claims. 

Accordingly, since Mollenauer et al. do not teach each and every II ature of the 
claimed invention, the rejection of claims 1, 3, 4 and 6-8, under 35 U.S.C § 102(b), is 
not appropriate and must now be withdrawn. 

While the present application is now believed to be in condition fa allowance, 
should the Examiner find some issue to remain unresolved, or should anj new issues 
arise, which could be eliminated through discussions with Applicants' re| resentative, 
then the Examiner is invited to contact the undersigned by telephone in a der that the 
further prosecution of this application can thereby be expedited. 

Lastly, it is noted that a separate Extension of Time Petition ' me month) 
accompanies this response along with an authorization to charge li e requisite 
extension of time fee to Deposit Account No. 19-2380 (741 890-19), Ho\* i :ver, should 
that petition become separated from this response, then this respons i should be 
construed as containing such a petition. Likewise, any overage or sho tage in the 
required payment should be applied to Deposit Account No. 19-2380 (741 J 90-19). 

Respectfully submitted, 




Tim L, Brackett 
Registration No. 36,092 

NDCON PEABODY LLP 
401 9 th Street, N.W> 
Suite 900 

Washington, DC 20004-2128 
(202) 585-8000 
(202) 585-8080 fax 
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